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EXHIBIT A 
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DEA REGISTRATION 
NUMBER 



THIS REGISTRATION 
EXPIRES 



FEe 

PAtO 



03^31-2007 



PAID 



^^-^^^ BUSINESS ACTIVITY 


ISSUE DATE 


IMPORTER 
3N,4 


03-15-2006 




■v 





CONTROLLEO 3U8STANCE REGtSTRATtOM CEKHFICATE 

UMITEQ STATES DEPARTMENT OF JUSTICE 

DRUG ENFORCEMarr AOMtNlSTRATtON 

WASHINGTON. D.C. 20337 



SecUons 304 and 100S (21 U.S.C. 824 and 958) of the Controlled 
SubstafK»s Act of 1070. a$ amended, provide that the Attorney 
General may revoke or suspend a registration to manufacture, 

distribute, dispense, import or export a controlled substance. 

THIS CERTIFICATE (S NOT TRANSFERABLE ON CHANGE OF 
OWNERSHIP, CONTROU LOCATION. OR BUSINESS ACTIVITY. 
AND rr IS NOT VALID AFTER THE EXPIRATION DATE. 



: 



CONTROLUED SUBSTANCE REGISTRATION CERTIFICATE 

UNITED STATES DEPARTMENT OF JUSTICE 

DRUG ENFORCEMENT ADMINISTRATION 

WASHINGTON. D.C. 20537 



DEA REGISTRATION 
NUMBER 



THIS REGfSTRATION 
EXPIRES 



FBE 

PAID 



03-31-2007 



PAID 



SCHEDULES 



BUSINESS ACTtVfTY 



ISSUE DATE 



3N,4 



IMPORTER 



03-15-20 



o 



CO 
CM 



a 
! <=* 



Sections 304 and 1008 (21 U.S.C. 824 and 95S) of the 
Controlted Substances Ad of 1970, as amended. 
provide that the Attorney General may revoke or 
suspend a registrat'on to manufactufe. distribute, 
dispense, import or export a conttoiled substance- 



THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF OWNERSHIP. CONTROL. LOCATION OR BUSINESS ACTIVITY 
AND IT IS NOT VALID AFTER THE EXPIRATION DATE. 
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EXHIBIT B 
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Review and Evaluation of Protocol tor In Vivo Pflot Bioeqnivalettce Study of Dronabinol in 

Healthy Human Volunteers xmAer Fasting ""— "**^ 



REDACTED 
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REDACTED 



I find the protocol is well thought out, and it includes measures to protect the safety of 
subjects. The pilot study based on the protocol will be an excellent source of naforniation 
on Dronabinol to conduct a pivotal bioequivalence study. 
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EXHIBIT C 



nHY-HJ-£;ii)k)b lk3:t>bJ 
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APPUCATION FOR PEHMITTQ IMPORT CONTROLLED SUBSTANCES 
FOR DOMESTIC AND/OR SCIENTIRC PURPOSES 

PUR8UANTTO SECTION 1002,TrrLE III, RL.91-S13 

( Read instructions on rwerso imfon compfe^ng) 



r*mt» 



TO: DRUG J5JNFOKC3EMENT ADMIWISTBATION 
INTERNATIONAL DRUG UNIT (ODOI) 
WASHINGTON^ D.C- 20537 



Immmtimmm' 



Page 7 of 11 



OMB APPROVAL 
No,1117-00i3 



See reverse tor Privacy Aci 



DATE 

Feb 28, 2006 



Application is hereby made pursuant to the provisions of the Controlled Substances Import and Export 
Act and the tegulatioas prescribed thereunder for a permit to import as follows: 



1 . NAME OF FORl^iGN EXPOm-ER 



3, FOREIGN PORT OP E>^OnTAnOM 



lii r-^i nil '■'_ '.. -j_ 



2. ADDRESS OF FOREIGN EXPORTER 



4, PORT OF ENTRY (US. Cuatomiport wh«re shipment 
will dear) 

NEW YORK/CTFK 



6fl, NAME AND C^iAMTITY OF DRUG PREF^RATION 
TO BE IMPORTED (Enter names as shown on Jabels; 
numbom and sizes of packages; strength, CSA Drug 
Coda, and NDC Number) 



' I "^ I > I 1 mM_r^<_i j_ 



Dronabinol 2.5mg Capsules in Sesame 

Oil 

2 Bags X 200 Caps 

CSA Drug Code: 7369 

NDC# 0527-1450-01 



Dronabinol 5mg capsules in Sesame 
Oil 

2 Bags X 200 Cape 
CSA Drug Code: 7369 
1?DC# 0527-1451-01 



Dronabinol lOmg Capsules in Sesame 
Oil 

2 Bags X 200 Caps 

CSA Drug Code: 7369 
NDC# 0527-1452-01 



5. LATEST DATE SHIPMENT WItU 
LEAVE FOf^EIGN t=ORT 

Mar X6, 2006 



6b. CONTROOED SUBSTANCE CONTENT OF DRUG 
OR PREFyXRATIONTD BE IMPORTED oxprossed as 
acitf, base or alkaloid (Enter name of oontrolted 
auhatanDB contoined nrf ^e x^fvg\ oornfXHindf or 

praparaDon) 



2 X 200Caps = 400Caps X .0025gm/l 

Cap X 1 = 1 gm/base 



2 X 200Caps = 400Caps X .0050gm/l 
Cap X 1 = 2 gm/base 



"tt^^ ' md wy^^jiwff^ 



7a, ASSIGNED QUOTA FOR THIS 
YEAR 

N/A 



7b. TOTAL KG. AUTHORIZED ON 
PERMITS THIS YEAR 

N/A 



2 X 200Cap3 = 400Caps X .OXOgm/i 
Cap X 1 = 4 gtn/base 

Total= 7 gm/base 



7c. KG OF 7b. IMPORTED TO 
DATE 

N/A 



fie. DATE IMPORTED AND ACTUAL 
QUANTITY (Comptetad by 
registrant at time of impart} 

DEA PERMIT Na: 



^WW^ff^^^^iMM^W^^'^^ 



7d. STOCK ON HAND & DATE 

N/A 



8. IF SUBSTANCE(S) WILL 8E IMPORTED FOR SCIENTIFIC PURPOSES O^LY, PLEASE COMPLEf^ 

I hereby ccitiiy the above controlled substances me unportad exclusively fw JcieoUfic ptJipoww. purauanl to 21 CFR 13 12. 13(a)(4) (sec reveree), as fojiowst 

Internal Analytical Method Development and -^ 

Validation ^ 



NAME OF IMPORTER 



Signature ijf Certifying IndrviduaJ 
I ADDRESS OF IMPORTER 



'fr^*V9^m't 



i^^^^^^JWAJAJ^^ 



IMPORTER'S TELEPHONE NO. 



DEA RE<5ISTRATI0N NO, 



viTii * n I 



SIGNATURE >fae TRl-E OF PERSON MAKIN(3 APPLICATION 



.-fc—ua. 



DEA USE 
ONLY 



N OTICE : CowtroMcd Substances may not be Imported by mail or parcel post, 

APPROVED IMPORT PERMIT NUMBER oaTE IMPORT PERMIT NUMBER ISSUED 
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EXHIBIT D 



|-|HT-lU-iiWfe3t3 IkD' :>y 
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EXHIBIT E 



I in I — ±tj— £:ukJO xej- z>'z> 



r . uo 



"C ^nii I : fl 




APPUCATION FOT PERM^^^^ 

PimS«SS?l^JK!i'°'' SCJENTIFIC PURPOSES 
PURSUANTTCI SECTION 1002, TfTLE III, P.L«1-S1S 

— r flgad Instruatlons an wwrea tqHyg comntettig) 



nnt ?? o Filnri n^/P4/PnnR Pphp 1 1 of 1 1 



™' R^^S^^^^^'^'T ADMINISTRATION 
rOj;RNATlONAL DRUG UNIT (ODOD 
WASHINGTON, D.C. 50537 ^ 



0MB APPROVAL 
Na 1117 -0013 



See reverse for Privacy Act 



DATE 

Apr 18, 200€ 



ApplicaUon is hereby made pursuant to the 



J: 



1 . NAME OF FOHEfGN EXPORTER 



Act andT:regnS^ the pWion, of the Controlled Substancc3 Ifn^^^Ti;;?^^ 

n:pcM^:^,g^Igg5^ggigg§^^ for a permit to import as follows: ^ 



2, ADDRESS OF FOHeiGN EXPORTER 



3. FOREIGN PORT OF EXPORTATION 



r •• 't 



nSnhlrl i^^P^ {Entorn^mes as 6hown on leE?ete: 



NEW YORK/ JFK 



DRONABII^OL 2.5MG CAPSULES IK SESAME 

OIL 

1 X 175,000 CAPS 
CSA DRUG CODE: 73 69 
Nt)C# 0527-1450-01 



SSiT^'^^TPy.T?,-^^ IMPORTED expressed as 
add base or alkatoid (Ente^ name of conSolted 

p"^rSfc ?^^"®'=' *" ^« ^'^' compound, or 



1 X 175,000 CAPS = 175,000 CAPS 
X ,0025GM/1 GAP X 1 ^ 437.5 
Ca«/BASE 



DRONABINOL 5MG CAPSHCEs IJST SESAME 
OIL 

1 X 175, GOO CAPS 
CSA DRUG CODE I 7363 
WDC# 0527-1451-01 

DRONABINOL lOm CAPSULES m SESAME 

Oil 

1 X 175,000 CAPS 
CSA DRUG CODE: 7369 
NDC# 0527-1452-01 



1 X 175,000 CAPS := 175,000 CAPS 
X .OOSOOW/l CAP X 1 i^ 875 GM/BASE 



1 X 175,000 CAPS ^ 175,000 CAPS 
X .OlOGM/1 CAP X 1 « 1750 GM/BASE 

TOTAL = 3,062.5 GM/BASE 



ZZ I H I 

yIaI?"^^ quota portwis 

N/A 



PERMITS THIS YEAR 

,N/A 



I Hereby ccmfy the ftbovc oontmUeri flnhafs«^« -« i«. .-.„.„ ... 



7c. KG OF 7b. IMPORTED TO 
W/A 



5, LATEST DATE SHIPMENT WILL 
LEAVE FOREiaN PORT 

May a, 2006 



ee, DATE IMPORTED AND ACTUAL 
QUANTITY (Cempfaied by 
registrant at time of impoti) 

DEA PERMrr No.: 



7d. STOCK ON HANtD & DATE 
N/A 



r temhv r..«ift, .y. u r-unr^OUS UIMLY, PLEASE COMPLETE ' *- 

I thereby ccmfy tlje i>hoyc ooqtwlled aubstaacrs aie Imported exdoaiv^lv for snimrifl. 

BIOSrUDY/SUBMISSION BATCHES FOr AJ^trPP^X"^'" - ""-'^^^^^ 



NAME OF IMPORTER 



IMPORTER'S TELEPHONElsJoT 



DEA REGISTRATION m. 



Stgnatum qr Certifying indMduql 



APDRESS OF IMPORTER" 



SIGNATURE AND TIJIJE OF PERSON Ji^KIUQ APPLiCATIOiT 



%Ai 



D^A USE 
ONLY 

DEA Form 



APPROVED 



NOTICE : Controacd SMb«t»>»n e 3 miiy not be Jm nnrteA hv «.o» ». ^...-, -^^r 
^D IMPORT PERMIT MUMB» g^ " m^ imporica By mail or parcel post. 



DATE IMPORT PERMIT NUMBER ISSUED 



